
510(K) Summary

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance
with 21 CFR, Part 807, Subpart E, Section 807.92.

1) Submitter's name, address. telephone number, contact person:

FUJIFILM SonoSite, Inc.
21919 30th Drive SE
Bothell, WA 98021-3904

Corresponding Official: Patricia Liau
Regulatory Affairs Specialist

E-mail: Patricia. Liauosonosite.com
Telephone: (425) 951-6870
Facsimile: (425) 951-6713
Date prepared: October 17, 2013

2) Name of the device, including the trade or proprietary name if applicable, the common or
usual name, and the classification name, if known:

Common/ Usual Name

Diagnostic Ultrasound System with Accessories

Proprietary Name

SonoSite Edge®D Ultrasound System (subject to change)

Classification Names

Name FIR Number Product Code

Ultrasonic Pulsed Doppler Imaging System 892,1550 90-IYN

Ultrasonic Pulsed Echo Imaging System 892 1560 90-IYC

Diagnostic Ultrasound Transducer 892.1570 90-ITX
Picture Archiving and Communications System 892.2050 LLZ

3) Identification of the predicate or legally marketed device:

SonoSite Edge Ultrasound System K1 13156
SonoSite Maxx Series Ultrasound System K130173

4) Device Description:

The SonoSite Edge Ultrasound System is a portable laptop style, full featured, general purpose,
diagnostic ultrasound system used to acquire and display high-resolution, real-time ultrasound data
through multiple imaging modes. Edge is a custom fabricated digital electronic design that readily lends
itself to be configured for specific ultrasound imaging applications through different system feature
selections. Edge can operate on either battery or AC power.
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5) Intended Use:

The SonoSite Edge Ultrasound System is a general purpose ultrasound system intended for use by a
qualified physician for evaluation by ultrasound imaging or fluid flow analysis of the human body. Specific
clinical applications and exam types include:

Ophthalmic
Fetal - OB/GYN

Abdominal
Intra-operative (abdominal organs and vascular)

Intra-operative (Neuro.)
Pediatric

Small Organ (breast, thyroid, testicle, prostate)
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Musculo-skeletal (Conventional)
Musculo-skeletal (Superficial)

Cardiac Adult
Cardiac Pediatric

Trans-esophageal (cardiac)
Peripheral Vessel

6) Technological Characteristics:

SonoSite Edge and Maxx Series Ultrasound Systems are both Track 3 devices that employ the same
fundamental scientific technology. A comparison table is provided below.

SonoSite Edge SonoSite Edge SofaSite M-Turbo (Maxx
Feature Ultrasound System Ultrasound System Series) Ultrasound

(This Submission) (K113156) System
_________________________(K13Q173)

Intended Use Diagnostic ultrasound imaging or Diagnostic ultrasound imaging or Diagnostic ultrasound imaging or
fluid flow analysis of the human fluid flow analysis of the human fluid flow analysis of the human
body body body

Indications for Opihalmic Opthalmic Opihatmic
Use Fetal - OB/GYN Fetal - OB/GYN Fetal - OB/GYN

Abdominal Abdominal Abdominal
Intra-operative (abdominal organs Intra-operative (abdominal organs Intra- operative (abdominal organs
and vascular) and vascular) and vascular)

-Intra-operative (Neuro.) Intra-operative (Neuro.) Intra-operative (Neuro.)
Pediatric Pediatric Pediatric
Small Organ (breast, thyroid. Small Organ (breast, thyroid, Small Organ (breast, thyroid,
testicle, prostate) testicle, prostate) testicle, prostate)
Neonatal Cephalic Neonatal Cephalic Neonatal Cephalic
Adult Cephalic 'Adult Cephalic Adult Cephalic
Trans-Rectal Trans-Rectal Trans-Rectal
Trans-Vaginal Trans-Vaginal Trans-Vaginal
Musculo-skeletal (Conventional) Musculo-skeletal (conventional) Musculo-skeletat (Conventional)
Musculo-skeletal (Superficial) Musculo-skeletal (Superficial) Musculo-skeletal (Superficial)
Cardiac Adult Cardiac Adult Cardiac Adult
Cardiac Pediatric Cardiac Pediatric Cardiac Pediatric
Trans-esophageal (cardiac) Trans-esophageal (cardiac) Trans-esophageal (cardiac)
Peripheral Vessel Peripheral Vessel Peripheral Vessel
Needle guidance Needle guidance Needle guidance

Transducer Linear Array Linear Array Linear Array
Types Curved Linear Array Curved Linear Array Curved Linear Array

Intracavitary lintracavitary lintracavitary
Phased Array Phased Array Phased Array

Page 200 of 4198



SonoSite Edge SonoSite Edge SonoSite M-Turbo (Maxx
Feature Ultrasound System Ultrasound System Series) Ultrasound

(This Submission) (K(11316G) System
(K(130 173)

Static Probes Static Probes Static Probes
Trans-esophageal Trans-esophageal Trans-esophageal

Transducer 1.0 -15.0 MHz 1.0 -15.0 MHz 1.0 -15.0 MHz
Frequency

Global 6.3a .709 (TEEx) Iaa 709 (TEEx) 6.,a .709 (TEEx)
Maximum T/ Type: TIB(P2lx) T1 Type: TIB(P2lx) T/ Type: TIB(P2lx)
Outputslyorst T/ Value: 3.7 (P2lx) T/ Value: 3.7 (P21lx) T1 Value: 3.9 (P2lx)
Case Setting Ml: 1.5(P2Ix &L3Bxi) Ml: 1.5(P2lx&L8i Ml: 1. 51 (P21lx).

1,,,flillMax:776 L38x) 1,,OMIMax:776 08xi 1AM! Max: 439.9 (3
Acoustic Display Feature for Higher Display Feature for Higher Display Feature for Higher
Output Display Outputs Outputs Outputs
& FDA Limits Ml Output Display Ml Output Display Ml Output Display

TI Output Display TI Output Display TI Output Display

Modes of B-mode Grayscale Imaging B-mode Grayscale Imaging B-mode Grayscale imaging
Operation 3D14D Grayscale Imaging

Tissue Harmonic Imaging Tissue Harmonic Imaging Tissue Harmonic Imaging
M-mode M-mode M-mode

Anatomical M-Mode
Color M-Mode Color M-Mode Color M-Mode

Color Power Doppler Color Power Doppler Color Power Doppler

Zoom Zoom Zoom
Combination Modes Combination Modes Combination Modes
Pulsed Wave (PV) Doppler Pulsed Wave (PW) Doppler Pulsed Wave (PW)O Doppler
Continuous Wave (CW) Doppler Continuous Wave (CW) Doppler Continuous Wave (CW) Doppler
SonoHD2 Noise Reduction SonoHD2 Noise Reduction SonoRes/SonoHO Noise
SonoMB/MBe Image SonoMB/MBe Image Reduction
Compounding Compounding SonoMB Image Compounding

Steered CW Doppler Steered CW Doppler Steered CW Doppler
Velocity Color Doppler Velocity Color Doppler Velocity Color Doppler

Color TDI Color TDI Color TDI
PW Doppler Available on all imaging Available on all imaging Available on all imaging

transducers except D2xI2 MHz. transducers except 02x12 MHz. transducers except 02x/2 MHz
Adjustable samnpte volume size: Adjustable sample volume size: Adjustable sample volume size:
1O0- 25 mm 1.0 -25 mm 1.0 -25 mm
Simultaneous or duplex mode of Simultaneous or duplex mode of Simultaneous or duplex mode of
operation operation operation
Simultaneous B-mode and PW Simultaneous 8-mode and PW Simultaneous B-mode and PW
Doppler Doppler Doppler
High PRF capability High PIRF capability High PRF capability

CW Doppler Available on C1lix, D2xI2, Pl0x. Available on C1lix, D2x/2, Pl0x, Available on Cli1x, D2xI2, PlOx,
P21lx, TEEx P2lx, TEEx Pl7x, P2lx, TEEx
Simultaneous or duplex mode of Simultaneous or duplex mode of Simultaneous or duplex mode of
operation operation operation
Simultaneous B-mode and CW Simultaneous B-mode and CW Simultaneous B-mode and CW
Doppler Doppler Doppler

Velocity Color Available on all transducers Available on all transducers Available on all transducers
Doppler except D2x/2 except D24/2 except D2x/2

Elastography Available on all transducers Available on all transducers Available on all transducers
(Strain), and except D2xI2 except D2x/2 except D2xI2
Strain Rate
Imaging
ECG Feature One 3-lead ECG input. or One 3-lead ECG input, or One 3-lead ECG input, or

One external ECG input, or One external ECG Input. or One external ECG input. or
______________One other physio input One other physio input One other physio input

DICOM DICOM 3.0 CStore, Print, and DICOM 3.0 CStore, Print, and DICOM 3.0 CStore, Print, and
Modality Worklist service class Modality Worklist service class Modality Worklist service class
user features, user features. user features.

Page 201 of 4198



SonoSite Edge SonoSite Edge SonoSite M-Turbo (Maxx
Feature Ultrasound System Ultrasound System Series) Ultrasound

(This Submission) (K<1l11i 56) System
_____________ ________________________(K130173)

IMT SonoCalo IMT provides the SonoCaic IMT provides the SonoCaic IMT provides the
Measurement capability for automated capability for automated capability for automated

measurement of intima-media measurement of intima-media measurement of intima-media
thickness (IMT) of the carotid thickness (IMT) of the carotid thickness (I MT) of the carotid
artery. IMT functionality is artery. IMT functionality is artery. MT functionality is
available both on the ultrasound available both on the ultrasound available both on the ultrasound
system and in a stand alone system and in a starid alone system and in a stand alone
software program that runs on a software program that runs on a software program that runs on a

__________ I_ personal computer. personal computer. personal computer.
#Transmit 128 digital channels 128 digital channels 128 digital channels
Channels

#Receive 128 digital channels (using SA) 128 digital channels (using SA) 128 digital channels (using SA)
Channels

Patient Transducers: Transducers: Transducers:
Contact Acrylonitrile-butadien-styrene Acrylonitrile-butadien-styrene Acrylonit rile -butad ie n-st yre ne
Materials (ABS) (ABS) (ABS)

Cycotoy Cycoloy Cycoloy
Dow Medical Adhesive. Type A Dow Medical Adhesive. Type A Dow Medical Adhesive, Type A
Epoxy paste adhesive. Epoxy paste adhesive. Epoxy paste adhesive.
Polysulfone UDEL P1700 Polysulfone UDEL P1700 Polysulfone UDEL P1700
Polyurethane Polyurethane Polyurethane
Poly-Vinyl-Chloride (PVC) Poly-Vinyl-Chloride (PVC) Poly-Vinyl-Chtoride (PVC)
Silicone Rubber Silicone Rubber Silicone Rubber
Urethane Urethane Urethane

Needle Guides: Needle Guides: Needle Guides:
Acetal copolymer Acetal copolymer Acetal copolymer
Acrylonitrile-butadien-styrene Acrylonitrile-butadien-styrene Acrylonitrile-butadien-styrene

__________(ABS) (ABS) (ABS)
ProdutSft A/S C22.2 No. 601.1 CAN/CSA C22.2 No. 601.1 CAN/CSA C22.2 No. 601.1
Certification1- EN 60601-1 EN 6060 EN -1~t

EN 60601 -1 -1 EN 60601-1-1 EN 60601-1-I
UL 60601 -1 UL 60601 -1 UL 60601 -1
JIS T0601 -1, JIST 1507 . JIS TO061-1,JIST 1507 JIS T0601-1,JI T 1507
CEI/IEC 61157 CEI/IEC 61157 CEI/IEC 61157

_________ANSI/AAMI EC53 ANSI/AAMI EC53 ANSIIAAMI EC53
EMVC EN 60601-1-2:2007 EN 60601-1-2:2007 EN 60601-1-2:2007
Compliance CISPR 11 CISPR 11 CISPIR 11

IEC 61000-4 pt 2-5 IEC 61000-4 pt 2-5 lEG 61000-4 pt 2-5

DICOM NEMA PS3.15 2003 NEMA PS3.15 2003 NEMA P33.15 2003

Airborne RTCA/DO1600 (section 21) RTCA/DO16OD (section 21) RTCAJD0160D (section 21)
Equipment
Standards -

System Edge: Edge: M Series:
Characteristics Beamformer 128/128 using SA Beamformer 128/128 using SA Seamformer 128/128 using SA

(configurable) (configurable) (configurable)
Hand held display and control Hand held display and control Hand held display and control
Single 12.1" Liquid Crystal Display Single 12.1' Liquid Crystal Display Single 10.4" Liquid Crystal Display
(LCD) (LCD) (LCD)
256 gray shades on LCD 256 gray shades on LCD 256 gray shades on LCD

Dimensions: 12.9(W) x 12.4 (L) x Dimensions: 12.9'(W) x 12.4 (L) x Dimensions: 10.9(W) x 11.8 (L)x
2.5(H) 2.5(H) . 3.0"(H)

Weight: 8.5 lbhs Weight: 8.5 lbs Weight: 8.3 lbs
Battery operated (1.5 -4 hour Battery operated (1.5 -4 hour Battery operated [1.5 -4 hour
operation per charge) operation per charge) operation per charge)
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SonoSite Edge SonoSite Edge SonoSite M-Turbo (Maxx
Feature Ultrasound System Ultrasound System Series) Ultrasound

(This Submission) (1<113156) System
(KI30 173)

100 -240V options, 50/60 Hz, 100 - 240V options, 50/60 Hz, 100 -240V options, 50/60 Hz
15VDC output 15VDC output

Various obstetrical, cardiac,
Various obstetrical, cardiac, Various obstetrical, cardiac, volume, M-mode. PW and GW
volume, M-mode, PW and OW volume, M-mode. PWN and OW Doppler measurement and
Doppter measurement and Doppler measurement and calculation packages
calculation packages calculation packages

EGG acquisition and display
ECG acquisition and display EGG acquisition and display capabilities
capabilities capabilities CW/PW Doppler Audio
CW/PW Doppler Audio CW/PW Doppler Audio Spectral Doppler Audio and image
Spectral Doppler Audio and image Spectral Doppler Audio and image storage on removable media
storage on removable media storage on remiovabte media Measurement on Recalled

Images.

Wireless 802.11 (a\b\g) support for Wireless 802.11 (a~b\g) support for Wireless 802.11 (aibkg) support for
image transfer image transfer image transfer and Bluetooth®D 20.

for voice activated remote control.

S Series:
Beamformer 128/128 using SA
(configurable)
Hand held display and control
Single 10.4' Liquid Crystal Display
(LCD)
256 gray shades on LCD

Dimensions: II.5'(W) x 14.8 (L)x
2,8"(H)

Weight: 8.5 lbis
Battery operated (1.5 -4 hour
operation per charge)

100 - 240V options, 50/60 Hz

Various obstetrical, cardiac.
volume, and M-mode
measurement and calculation
packages

EGG acquisition and display
capabilities
Image storage on removable
media
Measurement on recalled images

Wireless 802.14 (a\b\g) support for
image transfer and Bluetooth®D 2.0
for voice activated remote control

510(k) Track Track 3 Track 3 TrackS3
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7) Determination of Substantial Equivalence:

Summary of Non-Clinical Tests:
The SonoSite Edge Ultrasound System has been evaluated for electrical, thermal, mechanical and EMC
safety. Additionally, clean ing/disinfection, biocompatibility, and acoustic output have been evaluated, and
the device has been found to conform to all applicable mandatory medical device safety standards.
Assurance of quality was established by employing the following elements of product development:
Design Phase Reviews, Risk Assessment, Requirements Development, System and Software
Verification, Hardware Verification, Safety Compliance Verifcation, Clinical Validation, Human Factors
Validation. All patient contact materials are biocompatible. Reports for these elements of product
development are referenced in Attachment 6.

The Edge Ultrasound System is designed to comply with the following voluntary standards.

Reference No. Title

AAMI/ANSI/ISO 10993-1 ISO 10993-1 2009, Biological evaluation of medical devices -- Part 1: Evaluation and
testing within a risk management process

IEC 60601-1 AAMI /ANSI ESG661-1.2005/(R)2012 and Al 2012,, Cl:2009/(R)2012 and
A2:2010/(R)2012 (Consolidated Text) Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance (IEC 60601-1:2005, MOD)

EC 60601-1-2 IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2. General requirements
for basic safety and essential performance - Collateral standard: Electromagnetic
compatibility - Requirements and tests (Edition 3)

IEC 60601-2-37 IEC 60601-2-37:2007, Particular Requirements for the basic safety and essential
performance of ultrasonic medical diagnostic and monitoring equipment

ISO014971 ISO 14971: 2007, Medical devices - Application of risk management to medical
devices

N EMA U D 2-2004 Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment

NEMA UD 3-2004 Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine

NEMA PS 3.15 NEMA Ps 3.15.2011, Digital Imaging and Communications in Medicine (DICOM),
I __________________Part 15: Security and System Management Profiles

Summary of Clinical Tests:
The SonoSite Edge Ultrasound System and transducers did not require clinical studies to support the
determination of substantial equivalence.

8) Conclusion:

Intended uses and other key features are consistent with traditional clinical practice and FDA guidance.
The Edge and predicate device both conform to applicable electromedical device safety standards with
compliance verified through independent evaluation. The Edge and predicate device both meet FDA
requirements for Track 3 devices, share indications for use, have biosafety equivalence, and are
manufactured using the same ISO 13485 quality system. FUJIFILM SonoSite, Inc. believes that the Edge
Ultrasound System is substantially equivalent with regard to safety and effectiveness to the predicate
device.
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DEPARTMENT OF HIEALTH! & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New, Hampshire Avenue
Document Control Center - W066-G609
Silver Spring, MD 20993-0002

December 16, 2013
FUJIFILM SonoSite, Inc.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
13942 51 Street NW
BUFFALO MN 55313

Re: K 133454
Trade/Device Name: Sonosite Edge® Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: November H1,2013
Received: November 12, 2013

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDR- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Edge® Diagnostic Ultrasound System, as described in your premarket notification:

Transducer Model Number

C8xI8-5 MHz C IIx/8-5 MHz D2x/2 MHz
C6O.x/5-2 MHz HFL38x/1 3-6 MHz HFL50x/1 5-6 MHz
iCrx/8-5 MHz L25x/13-6 MHz L3Sxi/l0-5 MHz
L,38x/10-5 MHz PlIOx/8-4 MHz P II x10-5 MHz

-P2li-/51C4Hz - SLTA3/13W@MHz - TEEZ/83 MI-z

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject. to additional controls. Existing major regulations affecting your device can be



Page 2-Mr. Job

found in the Code of Federal Regulations. Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address'
hittn://\ xvw.tfda.u-ov/tvlcd icalIDevi ccs/Reso Lirccs forYOU/ llU St rv/d cfbIUl1t.11till. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htti)://N w\.fda.a-ov/Medical Devices/SafetNv/ReportaProbleII/(Ief'OLit.1htM for the CDRH-'s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-204 1 or (301) 796-7100 or at its Internet address

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health

Center for Devices and Radiological Health

Enclosure



51 0(k) Number (if known)
41D K133454

Device Name
SonoSite Edge Ultrasound System

Indications for Use (Describe)
The SonoSite Edge Ultrasound System is a general purpose ultrasound system intended for use by a qualified phy sician for evaluation
by ultrasound imaging or fluid flowv analy sis of the human body. Specific clinical applications and exam ty pes include:

Ophthalmic
Fetal - OB/GYN
Abdominal
Intra-operative (abdominal org-ans anid vascular)
I utra-operative (Neuro.)
Pediatric
SmalI Organ (breast, thy roid, testicle, prostate)
Neonatal Cephalic
Adult Cephialic
Trans-rectal
Tran 5-vaginal
Mttsculo-skeletal (Conventional)
Muscul c-skeletal (S iperlicial)
Cardiac Adult
Cardiac Pediatric
Trans-esophageal (cardiac)
Peripheral Vessel

Type of Use (Select one or both, as applicable)

SPrescription Use (Part 21 CFR 801 Subpart D) HOver-The-Counter Use (21 CFR 601 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

-----------..---- ORFDA-USE_ONEYV ---------- -

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9113) Page Ilof 17 'bihwnc,.
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Table 1.3-1 Diagnostic Ultrasound Indications for Use Form - FUJIFILM SonoSite
Edge Ultrasound System

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: N/A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows
Clinical Application _ _ Mode ofOperation

Color Combined Other
________________ B M PWD CWD Doppler (Spec.) (Spec.)

B-M:l B+PWD;

Ophthalmic p p p p B+CD Note 1
B-'M: BI-PWD;

Fetal P P p ____ p B+CD Note 1
B+M: B+PWD;

Abdominal P p p p p B+CWD; B+CD Note 1
Intra-operative (Abdominal B+M; B+PWD;

organs and vascular) P p P p B+CD Note 1
B+M; B+PWD;

intra-operative (Neuro.) P p P p 8.-CD Note 1
Laparoscopic _____

B-l-M: B4-PWD;
Pediatric P p P P p B+CWD: B-sCD Note 1

Small Organ (breast, thyrod, B+M: B-*PWD:
testicles, prostate) P P P P 84-CD Note 1

B+M:l 8-iPWD:
Neonatal Cephalic P p p p B+-CD Note I

B+M; B.4PWD.
Adult Cephalic P P p p 8.-CD Note 1

1 B+NI: B+PWD;
Trans-rectal I P p p p B-+CD Note 1

B+M: B+PWD:
Trans-vaginal P P p P 8.-CD Note 1
Trans-urethral

Trans-esoph. (non-Card.
S#M; B-iPWD:

Musculo-skel. (Convent.) P P P p B-iCD Note 1
B-iM; B+PWD

-Musculo-skel. (Superfic.) P P p p 8.-CD Note 1
I nt ra-l umi na I
Other (spec.)

B.-M; B-.PWD;
Cardiac Adult P p P p p B+CWD: B+CD Note 1

B+M; B-iPWD;
Cardiac Pediatric P P P P P IB+CWVD; B-iCD Note 1

B+M: B+PWD:
Trans-esophageal (card) P P p P p B-'CWD: B+CD Note 1

Other (spec) _____ _______________________

B+M; B+PWD;

E Peripheral vessel P p P ___ P B+CD Note I

I Other (spec.) I_____ ___________ ____ _______

N=new indication: P= previously cleared by FDA; Em added under this appendix
..Addcitiona%Comments:.>->- - -__ - ___- -- I

Note 1 Ot1e includes color power Doppler combined 8Band color powe Deppler. rissue harmonic maging. SonolAD2 imaging 5. S vonoMIM . cmpoundmaing,tsu
Doppler imaging (TDII. color T1D1, and imaging for guidance of biopsy color Doppler indludes velooly color Ooppler. Color Doppler can be combined wilts anyimaging mode.
Incbudes imaging to assist in the placement of needles and catheters in vasclar or cffer anatomical sructures and imaging guidance for peniphteral nerve oloc,, procedtures.
Indudes imaging of spinal cord so proi guidance for central nme l~cok procdudtres Induces Picte arcivni, mcol and stn orglucNloalti. M-tme inldes.
color M-Moed

All items marked iiP" were previously cleared in 510(k) 113156.

Prescription use (Per 21 CFR 80 1. 109)
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Table 1.3-2 Diagnostic Ultrasound Indications for Use Form - C8xI8-5 Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: C~xI8-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

____________________________the human body as follows:
Clinical Application Mode of Operation ___

Color Combined Other
__ _ _ __ _ _ __ _ _ _ B M PWD CWD D foppier (Spec.) (Spec.)

O phthalm ic ___________________ ______________________________

B+M; B+PWD,
Fetal P p p ___ P B+CD Note 1

Abdominal
Intra-operative (Abdominal organs and vascular) __ ___ ________

Intra-operative (Neuro.)
Laparoscopic

Pediatric
Small Organ (breast, thyroid, testicles, prostate) _________________

Neonatal Cephalic
Adult Cephalic

B+M;l B'-PWD;
Trans-rectal PF P P P B-.CO Note 1

Bt-N; Bi-PWD;
Trans-vaginal P P P ____ P B+0 Nt
Trans-urethral

Trans-esoph, (non-Card,
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

In tra-l u mina I
Other (spec.)
Cardiac Adult

Cardiac Pediatricit_____ _______I

Trans-esophagea cr. ____ _______

Other (spec.) ____ _ ______

Peripheral vesselit___1 _______ ______I____

Other (spec.) _ A _ _ I_ _ _

N= new indication. P= previously cleared by FDA, E= added under this appendix

Additional Comments:
Note 1: other includes color power Doppler. combined B and color power Doppler, tissue harmonic imaging, SonoHD2 imaging, SonoMBIMe
compound imaging, tissue Doppler imaging (lD), imaging for guidance of biopsy and imaging to assist in the placement of needles and cathetersmi
vascular or other anatomical structres, Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode. M-
Mode includes color M-Mode.

All items marked "P' were previously cleared in 510(k) K071134 and K082098.

Prescription Use (Per 21 CFR 801.109)
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Table 1.3-3 Diagnostic Ultrasound Indications for Use Form - Cll1x/8-5
Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: C1l1 x/8-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

the umanbodyas follows:
Clinical Application Made of Operation ___

Color Combined Other
_______________________B M PWD CWD Doppler (Spec) (Spec.)

Ophthalmic
Fetal

B+M: B+PWD:
Abdominal P P P P P B+CWD; B+CD Note 1

Intra-operative (Abdominal organs and B-FM: B+PWD:
vascular) P P P P s+cn Note 1

BiM: B+PWD:
Intra-operative (Neuro.) P P P ____[P B-iCD Note 1

Laparoscopic
B-tM; B-tPWD;

Pediatric P P P P P B+cWD: Ri-CD Note 1
Small Organ (breast, thyroid, testicles. prostate) _______I_____

B+M; B-FPWD:
Neonatal Cephalic P P P ____P B-iCD Note 1

Adult Cephalic
Trans-rectal

Trans-vaginal _____________

Trans-urethral
Trans-esoph. (non-Cardj
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.

Intra-luminal
Other (spec.)
Cardiac Adult-

B+M: B-.PWD:
Cardiac Pediatric P P P P iP B-iCWD; B+CD Note 1

Trans-esophageal (tcard.)
Other (spec.) i _______

j B+M: B-'PWD:
Peripheral vessel P P-- P _____ 1 P B-iCD Note 1

Other (spec.) - ____ ____I________________

N= new indication: P= previously cleared by FDA: E= added under this appendix

Additional Comments:
Note I Other indludes color power Doppler. combined B and color power Doppler, tissue harmonic imaging, SonoHO? imaging, SorroMaiMBe
compound imaging, tissue Doppler imaging ITDII, imaging guidance for peripheral nerve block procedures, imaging for guidance of biopsy and imaging
to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color
Doppler can be combined with any imaging mode M-Mode includes color M-Mode.

All items marxed'[P were previously cleared in 510(k) K071134,

Prescription Use (Per 21 CFR 801.109)

Page 4 of 17
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Table 1.3-4 Diagnostic Ultrasound Indications for Use Form - D2xI2 Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: D2xI2 MHz Dual Element Circular Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

the human body as follows:
Clinical Application ____Mode of Operation ___

Color Combined Other
_______________________B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic

Trn-etal
TAns-vainal

nTras-oph.av (nuor.)

Musculos.Spric)
Pintrauina

AtCdia dltc_____ ______ ____

T-,rns-esophagealn(Card.)
MsuOhe (sperfc.) _ _ _ _ _ _

Prnseipheal essel)
Other (spec.) _ __ __ _ _

Nnew indication: P= previously cleared by FDA: E=aded under this appendix

Additional Comments:

All items marked "P' were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801,109)

Page 5 of 17
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Table 1.3-5 Diagnostic Ultrasound Indications for Use Form - C6OxIS-2
Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: CG0x/b-2 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

___________________________ th huan odyas follows:
Clinical Application Mode of Operation

Color Combined Other
___________________B M PWD CWD Dope Spec.) (Spec.)

Ophthalmic
B+M. B+PWVD,

Fetal P P P ____ P B-'CD Note 1
Bl-M; B4-PWD:

Abdominal P P P ____ P BvCD Note 1
B+M: B-fPWD;

Intra-operative (Abdominal organs and vascular) P P P ___ P B+-CD Note 1
Intra-operative (Neuro.)

Laparoscopic
R'M: B4-PWD;

Pediatric P P P ____ P rn-CD Note 1
Small Organ (breast, thyroid. testicles, prostate)

Neonatal Cephalic
Adult Cephalic- - ______ ____ ______

Trans-rectal ______f_______

Trans-esoph. (non-Card)jBM;BPD

Musculo-skel. (Convent. P P P P B+tD Note 1
Musculo-skel. (Sunerfic ) _______j

Intra-luminal

Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)______ _____ _____________________

Peripheral~~ vese P PP BM: B +PiW-D: Nte
Peripheral____________ vessel P P P P B-.tD [Nt

Other (spec.) _ _ _ _1_ _1_1

N= new indication; P= previously cleared by FDA: Er added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harmonic imaging. SonoHD2 imaging, SonoMaiMBe
compound imaging, tissue Doppler imaging (Tot), imaging guidance for peripheral nerve block procedures, imaging of spinal cord to provide guidance
for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other
anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode. N-Modle includes color
M-Mode.

All items marked "P" were previously cleared in 510(k) K071 134.

Prescription Use (Per 21 CPR801.109)

PageS6 of 17
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Table 1.3-6 Diagnostic Ultrasound Indications for Use Form - HFL38xII3-6
Transducer

(System: FUJIFILM Sonoit Edge Ultrasound System
Transducer: .HFL38x/13-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid Flow analysis of

the human body as follows:
Clinical Application _ _ Mode of Operation ___

Color Combined Other
_________________________B M PWD CWD Doppler (Spec.) (Spec.

Ophthalmic
Fetal

B+ B+PWD:
Abomna P P PB+CD Notel1

Intr-opratie (euro) ________B+M: B4-PWD:
Intra-operative (Abdominal organs and vascular) P P p ____ p B+CD Note 1

B+M: B+PWD:
Pediatric P P p ____ j p8CD Note I1

Small Organ Nbeoa.talrid Cephaicls prostate) P 1P p __ _ p B+ I Note 1

Adult Cephalic ___________I

Trans-rectal
Trans-vaginal
Trans-urethral

Trarioh (non-Card.)
*+M: Bl-PWO;

Musculo-skel. (Convent.) P P P J P B+CD Note 1
Bi-M; Bi-PWD;

Musculo'sket. (Superfic.) P P p P B+CD Note 1
I ntra-lumina I[1_____________ ____

Other (spec.) .-- __________

Cariac Adult-
Cardiac Pediatric

Trans-esophageal (card.)
Oether (spec.) ____ ______ ____

B.M: B+PWD;
Peripheral vessel P ____ ___ p B+CD -Note 1

Other (spec.)~ _ _ _ _ _

N=new indication: P= previously cleared by FDA: E -=addled under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harmonic imaging. ScnoH-D2 imaging, SonoME/M~e
cnompound imaging, tissue Doppler imaging (ToIl, imaging guidance for peripheral nerve block procedures, imaging of spinal cord to provide guidance
for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other
anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be lomined with any imaging mode. M-Mco includes color
Weed..

All items marked "P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

Page?7 of 17
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Table 1.3-7 Diagnostic Ultrasound Indications for Use Form - HFL5Ox/15-6
Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: HFL5Ox/1 5-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

the human body as follows:
Clinical Application Mode of 0peration

Color- Combined Other
________________________ M PWD CWD- Doppler (Spec.) (Spec.)

Ophthalmic

FetalB+M: B+PWD:
Abdominal P P P P B-iCD Note 1

B+M: B'-PWD:
1Intra-operative (Abdominal organs and vascular) P P P ____ P B+CD Note 1

Intra-operative (Neuro.)-I ____________

Laparoscopic
______________B+M B___ _ _ _ _ __I _

Pediatric P P P .P B+CD Note 1

ISmall Organ (breast, thyroid, testicles. prostate) P P P P B-.-C Not 1+W

Neonatal Cephalic
Adult Cephalic

Trans-rectal
F- Trans-vaginal

Trans-esoph. (non-Card.)

Muscuo-kel (Conentc.) P P P P__ _ __ BMB+D: Note 1

Musculo-ske. (conventi.) -P P P _________ B-.CD Note I
Intra-luminal
Other (spec.)
Cardiac Adult

F- Cardiac Pediatric
F- Trans-esophageal (card.)

F-Other (spec.) _______ __________

B-lM: B+PWO;FPeripheral vessel P P P ___ B+CD Nkote 1
F- Other (spec.)

N=new indication: P= previously cleared by FDA: E=aded under this appendix

Additional Comments:
Note 1: Other includes color power Doppler. combined B and color power Doppler, tissue harmonic imaging, SonoHD? imaging, SonoM/Me
Compound imaging. tissue Doppler imaging (TDll, imaging guidance for peripheral nerve block procedures, imaging of spinal cord to provide guidance
for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other
anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can bhe combined with any imaging mode. M-Moide includes color
M-Mode.

All items marked 'P' were previously cleared in 510(k) K<071134.

Prescription Use (Per 21 CFR 801.109)

Page 8 of 17
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Table 1.3-8 Diagnostic Ultrasound Indications for Use Form -ICTxI8-5 Transducer

(System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: ICTx/8-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

the human body as follows:
Clinical Application _ _ Mode of Operation ___

I1Color Combined Other

OptamcB Ml PWD CWD Doppler (Spec.) (Spec.)

B+M. B+-PWD,
Fetal p p p p B+CD Note 1

Abdominal
Intra-loperative (Abdominal organs and vascular)

Intra-operative (Neuro.
Laparoscopic

Pediatric
Small Organ (breast, thyroid, testicles, prostate)

Neonatal Cephalic
F-Adult Cephalic - -___ _______________

FTrans-rectal P P P P. BM -.-CD; Nt

B+M: Bi-PWD:
Trans-vaginal P P P P B-.CD Note 1
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) ____________

Musculo-skel. (Superfic.)-
Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric - _ _ _ _ _ _ _
Trans-esophageal (card.

Other (spec.)
F-Peripheral vessel ___ ___

F-Other (spec.) _______ ____ _______

N= new indication: Pc previously cleared by FDA: E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harmonic imaging. .SonoHD02 imaging, SonoMBIMBe
compound imaging, tissue Doppler imaging (TIll, imaging for guidance of biopsy and imaging to assist in ite placement of needles and catheters in
vascular or other anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode. M-
Modemicludes color M-Mode.

All items marked P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801,109)

Page 9 of 17

Page 16 of 30



Table 1.3-9 Diagnostic Ultrasound Indications far Use Form - L25x/13-6
Transducer

stem FUJIFILM SonoSite Edge Ultrasound System
Sl~nsldilucer:L25x/1 3-6 MHz Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of
the human body as follows:

Clinical Application Mode of Operation ___

___ ___ ___ ___ ___ __ NI___ CWD Color Combined [ter
_________________________ PWD CWD__ Doppler (Spec. (Spec)

Ophthalmic ____ ___ P B-iM; B-+CD I Note 1
Fetal-

Abdominal P PP B-tM; rn-CD Note 1
Intra-operative (Abdominal organs and

vascular) -P ____ P St-N; B+-CD Note 1
Intr-opea (Neuro.

Laparoscopic j_______
1 I St-NI: B-lCWD;

Pediatric PIP _ _ _ P B-CD [Note 1
Small Organ (breast. thyroid, testicles, prostate) P P1 P B+M: 54-CD Note 1

F Neonatal Cephalic
Aut Cephalic __________

T r ns-rectal ______________________________ _________________

Trans-vaginal
T r n - r t rlra n s -u re th ra l_________ ________________________________________________ ___________________________

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) P P ___ __ P B+M, B+-CD Note 1F- Musculo-skel. (Superi -P P P 8-4-N; 84CD [Njote 1

F- Intra-luminal
Other (spec.)

Ca rdiac Adult
Cardiac Pediatric- ____

Trans-esophageal (card.)
Other (spec.) K _ _ _ _ _ _

- Peripheral vessel P Pp B+M11St-CD Note 1
Other (spec.) ____________ ____________

N- new indication; P= previously cleared by FDA; E=aded under this appendix

Additional Comments:
Note 1: Other includes color power Doppler. combined B and color power Doppler, tissue harmonic imaging, SonoHD2 imaging. SonoMe/Mee
compound imaging, tissue Doppler imaging (Tt), imaging guidance for peripheral nerve block procedures, imaging for guidance of biopsy and imaging
to assist in the placement of needles and catheters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler Color
Doppler can be combined with any imaging mode- M-Mode includes color M-Mode.

Alt items marked "P were previously cleared in 510(k) K(071134 and K082098.

Prescription Use (Per 21 CFR 801.109)

Page 10 of 17
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Table 1.3-10 Diagnostic Ultrasound Indications for Use Form - L38xi/1O-5
Transducer
System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: L38xi/lO-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

the human body as follows:
Clinical Application _ _ Mode of 0p eation

Color Combined Other
_________________________B M PWD OWO Doppler (Spec.) -(Spec.)

Ophthalmic
Fetal-

B+M; B+PWD;
Abdominal P pa p p B+-CD Note 1

B+M; B+PWD;
lntra-o perative (Abdominal organs and vascular) P P P P 84-CD Note 1

Intra-operative (Neuro.
Laparoscopic

B+M: B+PWD;
Pediatric P P P P B+CD HNote 1

Small Organ (breast, thyroid. testicles, prostate) P P P ___ P B+CD INote 1
Neonatal Cephalic

F ~~Adult Cephalic _ _ _ _ _1' _

Trans-rectal

F-Trans-vaginal
F- Trans-urethral

Trans-esoph. (non-Card.)- 1 ___1

B+M, B+PWD:
Musculo-skel. (Convent.) P P P P B+00 Note 1

B+M; B+PWD;
Musculo-skel. (Superficj P P P ____ P 84-GD Note 1

lintra-luminal
Other (spec:)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
B+M; B PWD;

Peripheral vessel P P P P B+C0 Note 1
Other (spec.)_ _ _ _ _ _ _

N= new indication: P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler. ombined BSand color power Doppler. tissue harmonic imaging, 5onoHO2 imaging+ ScooMBIMBe
compound imaging, tissue Doppler imaging (Totl, imaging guidance for peripheral nerve block procedures, imaging of spinal cord to provide guidance
for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other
anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes color
M-Mode.

All items marked -'P" were previously cleared in 510(k) 1113156.

Prescription Use (Per 21 CFR 801,109)

Page 11 of 17
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Table 1.3-11 Diagnostic Ultrasound Indications for Use Form - L38x/1O-5
Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: L38x/1O-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

the human body as follows:
Clinical Application _ _ Mode of Operation

I1Color Combined Other
__________________________B Mj PWD CWD Doppler (Spec,) (Spec)

Ophthalmic
Fetal

I B+M: B+PWD:
Abdominal P Pj P _ _ P B4CD Note 1

-t IB+M: B+PWD:'Intra-operative (Abdominal organs and vascular) P1 P IP P B+CD Note 1
Intra-oiperative (Neuro.) I

Eaparoscopic
B+M. B+PWD,

Pediatric -P P P ___ P B+CD Note 1
B+M: B+PWD:

Small Organ (breast, thyroitsils rsae P P P ____ P B+CD Note 1
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-CardjI_____________
B+M; B+PWD;

Musculo-skel. (Convent.) P P P 1 P B+00 Noe
I I 8+M B+PWD:

Musculo-skel. (Superfic.) P IP IP P s+co Note 1
Intra-luminal [ ____

Ohr(spec.) I_
Cardiac Adult .... 1

Cardiac Pediatric I
Trans-esophageal (card.)1 ___1____

F-Other (spec.) I
B+M; Bt-PWD:

Peripheral vessel P Pl P _ _ P B.00 Note 1
Other (spec.)z z __ I __ _ _ _ _

N4= new indication, P= previously cleared by FDA: E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler. combined B and color power Doppler, tissue harmonic imaging. SonoHD2 imaging. SonoMBiMBe
compound imaging, tissue Doppler imaging (Tot), imaging guidance for peripheral nerve blck procedures, imaging of spinal cord to provide guidance
for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles and caftheters in vascular or other
anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes color
M-Mode.

All items marked "P" were previously cleared in 510(k) K071 134.

Prescription Use (Per 21 CFR 801.109)

Page 12 of 17
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Table 1.3-12 Diagnostic Ultrasound Indications for Use Form - PlOx/8-4
Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: Pl0x/8-4 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

the human body as follows:

Clinical Application ___Mode of Operation

Color Combined Other
_________________________B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
B+M; B+PWD

Petal p p p __ p B+CD Note 1
B+M; B+PWD: B+CWD:

Abdominal P P P P P B-'CD Note 1
B+M; B+PWD

Intra-operative (Abdominal organs and vascular) P P P __ p B+CD Note 1
Intra-operative (Neuro.) p p p __ P B+M: B-+PWD: B+CD Note 1

Laparoscopic
Pediatric P. P P __ P B+M: B+PWVD Note 1

B+M; B+PWD
Small Organ (breast. thyroid, testicles, prostate) P P P P B+CD Note 1

B+M; B+PWD,
Neonatal Cephalic P P P P 84-CD Note 1

Adult Cephalic P P P P B+M: B+PWD: B+CD Note 1
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD

Musculo-skel. (Convent.) P P P ~ P B-iCO Note 1
Musculo-skel, (Superfic.)

Intra-tunmal
Other (spec.)

B+M: B+PWD; B-iCWD:
Cardiac Adult P P P P P B-+CD Note 1

Bi-M: B+PWD; B+CWVD,
Cardiac Pediatric P P P P P B- BCD Note 1

Trans-esophageal (card.)
Other (spec.)

Peripheral vessel P P P P- B+M: B+PWD; B+CD Note 1
Other (spec.) I_________ _______________

N= new indication; P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes cotor power Doppler, combined B and color power Doppter, tissue harmonic imaging, SonoHO2 imaging. SonoMBJMBe
compound imaging, tissue Doppier imaging (Tol). color 101. imaging guidance for peripheral nerve block procedures, imaging for guidance of biopsy
and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures, clor Doppler includes velocity color
Doppler, color Doppier canbe combined with any imaging mode. M-Mode includes color M-Mode.

Alt items marked "P were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801 A109)
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Table 1.3-13 Diagnostic Ultrasound Indications for Use Form - Pllx/1O-5
Transducer

System: IFUJIFILM SonoSite Edge Ultrasound System
Transducer: IP1 1x/1O-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application ____ Mode of Operation

Color Combined Other

________________ M PD OWO Doppler (Spec.) (Spec)
Ophthalmic ______ ______________

Fetal
Abdominal

lintra-operative (Abdominal organs
and vascular)

Intra-operative (Neuro.)
Laparoscopic ____ ____

Pediatric P P P B-iM: B-iCD Note 1
Small Organ (breast, thyroid,

testicles, prostate) _______

Neonatal Cephalic
Adult Cephalic ______________ _____________

Trans-rectal
Trans-vaginal-
Trans-urethral I_ _ _ _

Trans-esoph. (non-Card,) J -____

Musculo-skel (Convent.)
Musculo-skel. (Superfic.)

Intra-lurninal -

Other (spec.)
Cardiac Adult

Cardiac Pediatric ____

Trans-esophageal (card.)
Other (spec.)

Peripheral vessel P P P B+M; B+CD Note 1
Other_(spec.) ________________________ d___

N= new indication: P= previously cleared by FDA: E= added under this appendix

Additional Comments:
Note 1: Other inciudes coior powver floppier, Combined eRand color power Doppler. M-Mode. SonoHID2 imaging. SonoMld~MBeccrnpound imaging,
imaging guidance for peripheral nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles and
catheters in vascuiar or other anatomical structures, Coior Doppier can be Combined with any imaging mode. Can be used wdni disposable it Cleared
with Kl 13680,

All items marked "P were previously cleared in 510(k) 130173.

Prescription Use (Per 21 CFR 801,109).
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Table 1.3-14 Diagnostic Ultrasound Indications for Use Form - P21xI5-1
Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: P21lx/5-1 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

the human body as follows:

Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic P P P p B+M: B+PWD; B+CD Note 1
B+-M; B*PWD

Fetal PP PPB+CD Note 1
B+M; B+PWD; B'-CWD:

Abdominal P P P P P B-.CD Note 1
B+M; B+PWD

Intra-operative (Abdominal organs and vascular) P P P P B4-CD Note 1
Intra-operative (Neuro.)

Laparoscopic
Pediatric P P P P B+-M; B+PWD, Note 1

Bl-M B+PWD
Small Organ (breast. thyroid, testicles, prostate) P P PIF __ P B+CD Note 1

B4-M; B+PWD
Neonatal Cephalic P P P P El-CD Note 1

Adult Cephalic PjP P P B*M: Bt-PWD: B-CD Note 1
T r n - e tlT________________________________ ________________________________ ___________________________________________________________________________________________________

Trans-vaqinal
Trans-urethral ____________ ____

Trans-esoph. (non-Card.)
B+M; B+PWD

Musculo-skel, (Convent. P P P P B+CD Note 1
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)

B+M: B'-PWD: B+CWD:
Cardiac Adult P Pi P P p B+CD Note 1

B-FM: B+PWD: B+CWD:
Cardiac Pediatric p p p p P B.CD Note 1

Trans-esophageal (card.
Other (spec.)

Peripheral vessel P P P P BeM; BePWVD: B+CD Nt1
Other (spec.) I__ _______________

N= new indication; P= previously dleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Otheridudes color power Doppler. combined B and color power Doppler, tissue harmonic imaging. SonoHD12 imaging. SonoMB/MBe
compound imaging, tissue Doppler imaging (TI)ly coor TOI. imaging for guidance of biopsy and imaging to assist in the placement of needles and
catheters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler, Color Doppler can be combined with any imaging

mode MMoeicus oppitg.

All items marked 'P' were previously cleared in 510(k) K<071134,

Prescription Use (Per 21 CFR 801,.109)
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Table 1.3-15 Diagnostic Ultrasound Indications for Use Form - SL-Ax/13-6
Transducer

System: FUJIFILM SonoSite Edge Ultrasound System
Transducer: SLAx/1 3-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of

____________________________the human body as follows:
Clinical Application _ _ Mode of Operation

Color Combined Other
- B Ml PWD OWD Doppler (Se. I Sec.)

Ophthalmic __________

Fetal
Abdominal 

BKBPD
Intra-operative (Abdominal organs and vascular) P P1 P P B-+CD Note 1

B-del B+PWD,
Intra-operative (Neuro.) P P I P ____ P B+CD -Note I

Laparoscopic
Blat B+PWD:

Pediatric P P P P B+CD Note 1
B-'M; B-IPWD:

Small Organ (breast, thyroid, testicles prostate) P P P P B-+CD Note 1
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.) -+M BIW

Musculo-skel. (Convent.) P P P P 8.-CD Note 1
B+M: B+PWD,

Musculo-skel. (Superfic.) P P P P B+CD Note 1

(Intra-luminal
Other (spec.)- _ __ ___

Cardiac Adult
Cardiac Pediatric

Trans-esophageal (card)
Other (spec.)

Bl-M: B+PWD;
Peripheral vessel -TP P P ____ P B+CD Note 1

Other (spec.) ~ '1 ______________ _________ ______________ ________

N= new indication: P= previously cleared by FDA: E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler. combined S and color power Doppler, tissue harmonic imaging, SonoHD imaging, SonoMBIMvae
compound imaging, tissue Doppler imaging (101), imaging guidance for peripheral nerve block procedures, imaging for guidance of biopsy and imaging
to assist in the placement of needles and catheters in vascular or other anatomical structures, Color Doppler includes velooty color Doppler. Color
Doppler cart be combined with any imaging mode- M-Modie includes color M-Mode.

Alt items anerited "P" were previously cleared in 510(k) K(071134 and K082098.

Pe lre~cfif~ilW -je(Pr 21CFR 8109)' eie I -
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Table 1.3-16 Diagnostic Ultrasound Indications for Use Form - TEExI8-3
Transducer

System: FUJIFILM SonoSite Edge Ultrasound System

Transducer: TEEx/8-3 MHz Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysts of
the human body as follows:

Clinical Application ___ Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec)

Ophthalmic
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular) ______ ________

Intra-bperative (Neuro.)
Laparoscopic

Pediatric
Small Organ (breast, thyroid, testicles, prostate) __

Neonatal Cephalic
Adult Cephalic -- ____________

Trans-rectal I
Trans-urethral ____________ ____

Trans-esoph. (non-Card.)--_________________________
Musculo-skel. (convent.)

Musculo-skel. (Superfic. i _ __________

Other (spec.) ___________ ____

Cardiac Adult
Cardiac Pediatric

B+M: B+PWO; B+CWD;
Trans-esophageal (card.) P P P P P B+CD Note 1

Other (spec.)
Peripheral vessel

Other (spec.) __________ ___________ ____

N= new indicatin P= previously dleared by FDA: E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler. tissue harmonic imaging, SoncHo2 imaging, SonoMS/Mmae
compound imaging, tissue Doppler imaging J01). color TDt, imaging [or guidance of biopsy and imaging to assist in the placement of needles and
catheters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combined with anyimagig
mode. M-Mode includes color M-Mode.

All items marked "P' were previously cleared in 510(k) K(071134+

Prescription Use (Per 21 CFR 801.109)
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